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*i‘%ﬂ‘] M ﬂ-"#ﬂgﬁﬁﬁﬁ (Social or Scientific Value)
TROZHE, BRECARBEDES - BR(ICEH
IEIRER/EREB I ENTES,
BRE. COMRBBED. FALVEDIH. DB ?
- ARERBLLS LTIDHFICDONT. HFEN
« DR (BRI ?)
SBRAIDERUHNESHEBRVHAFE X

- TEF S RICEBD<HAREE
- ERPREXBRODE IRHIEE
- REOHE BE

ERPREBR D 5l =

- EFMERESERESR(E. 200557 AL CREMSER
ZHINY 22 TOEKRHROANBRARERS A7 LN
@aﬁ&gmo (% Im;ﬂ%ﬁm&l;ﬁm“)o (JAMA 292:1363, 2004)

- BAXTIE. UMIN (XERREERBHERY NO—0)H
2005568 & DESFRABRERS AT A% ERBME,
201754B KD EEHBEE(C L SDjRCTIEARLRE.

- i, BXREREHEE> Y (JAPIC) . BXERSARRIE
it >4 —(IMACCT)

JAPIC: http://www.clinicaltrials.jp/user/cte_main.jsp
JMACCT: https://dbcentre2.jmacct.med.or.jp/ctrialr

—NegativeRHBRER TELARICL DARENTEEZE S,

jRCT

)

Japan Registry
of Clinical Trials

UMIN-CTRIZHDS
ERFREHBRE RS AT A

https://jrct.niph.go.jp/

P

ARAREDTHO > MEFRU. EBRAROERETL.
HP LICARKTRIINSEFRAR BB TEZEA

BREREAZE (CE5(F B 7 D DRI E 42

BIENZYE (Scientific Validity)
—R%ECIEL W ERHSNERNZENFREAICEDWNT
MRZEEE
BE. COFHFAIUH. IVRRA> M YT
B4 X ?

« BV EMBETROSZIEHH Z iR

BT —HIR—Sr—C L BT ER

- BRPREEIC 39 D ERPRERERYTIESR - BRPREAT D75 KR
DOHEE

BROBMEAICEK D THHEI 5h ?

c IVRIKRA>B
BROBHEENSIEE
—BHOI>RKRAL> b (True Endpoint)

BETANOHBEEERMRULTVS.
#HHTERU. UbU. FHECKELSDDD. S< DEFHGE
ERHE (EFHNR - £5R)
FRENREDE LT, BRIDFHMHE (EEREFNRE - BRER)
-KHOODI> RKRAL> b~ (Surrogate Endpoint)
HOI> RKRA> MORDDICAVWSNS,
KDOEE. B<bhD. DIRVEHITHHERIEE
FHEEICLO>TRRD, hOTEEZIFPITN
EEMIIR (BHE) . QOLROAFIRE

(Endpoint. FHEER)

ERARHERZ B FN ([CEYRTGET
sHE - R BT

o EUWEMZENHET. BLUT—HIIR—IA> NDFHER
o EVWHERICED K MEEE (quality control) . $&

URERIE (quality assurance)
- mEEHE . ARERCHEVEULDIIS—PHERZFIVILTEN
S5ZWMET DiEE > EZHAUSD
- mERI: REKEEBEIHFIVIL. RIETSEE
(O’ OO, REBMDORAE) - BB

o mEERPRBEFRIREZRET BIHDER




25 15[8] FERELA A

l:ul |

A IEHRR 20194 28 2-3H

ERARRICHT D 7DODRENZEH3

BIER#EEREEIR (Fair Subject Selection)
BEERBIRFE - IRIMAEEDEEE
FEEHEERURVMEEY - BIgEDSE
FIvyo

Y. COBEIEH. COFBEIZHRVD?

EVIDDIAREREERAE - PRIV, REIRFID
WDk, ZOEIMEDT5EZ Lk
* HRNSFEDOFULEE (HA. FERLE)

[l A X
AEBIEIRFAE
- BERE (HHPANRE)
1. &S (BAERE)
- RFH | ERREZEL RN, Mias2E3R/ReziAsR
—HMER : LEBRNOFNERETHRRLIRRS
2. RO
—JmHi(stage). RBPRELT - UIRRFABIRE
3. BEES
— 1%, fFiip, £B1REE(performance status)
4. BHEHECET DINSA—H
- EDEREOER. FAROME
5. Z2MICRTBI\GA—H
— [HER1SEE : ERPRIRESME, (LOEBE. PFIRMHEELR &
-BUERE. HERE

ERSRAF E PRI

- EEEMS (A ANSEM: Inclusion criteria)

—ABEEOEMENRENEESCTOREEER
TR EDRYLHREINREBERET DM

- DA, ERR. R (EEOIEND) . REOMETLENE

- 88, PS. AIABOMNE. BES. RS, s

- B9+t (Exclusion criteria)

- HERICHAHIAND C EHGBEATRVD,. Bl - 22
HOFMICHZEERIFT LHMESNBENERNT S
SO

RS (DFEERYS) | RS (BNFARL) . RS GHRMERE) |

BRA. BIE. M. WEOELBAT, EENA. IR, B

- KR TERAENREIESNNE. BEZETHERLTHA

FEFS=2FEH
LS ERSURBUNFRBONT (N ARECISZ DA
HRBELN, HRENKEL. 104ACKE, 10581 eI

| 76% (73%) DR TEEETIC,
A v e U REE R i LR SRR

#BICIHETIRC [CNEIABETT, 1HFVUFT il‘ﬁﬂﬁéh
;gﬁ?ﬁ‘t\ HREEHDIZVDTRAT TSN, BIFRIESH

LEHDEBO—EITH I DL SRHPMITONTLE,
RREBR MESESBAAMERZEDORLIT,

(&ED@BFME154, BFNIRL, 20024,

http://www.drugsinfo.jp/2007/08/15-232000)

ERARHER (IEMNIC KD TIEMEICHIR

R :ET S8 I HERR SN
O 15~30 fl  40~SOFUEE 100 ~ZLFH

 EEREORE - HERETOE - HULERP

SBEZST1— Wit GEEW) AREERED
BN L osR ME) DRY IEEABELE

- SttomEm,. Y=Y

BEOHZ - BREORED

- AERFSMD  #E

REVRROEE - RLMONE

- RMBEORE - RMEBEOHRE

snToRk Bt =
7ﬁ4I>/|~ (%ki{ﬁi: mEwmse IS4 FFHIR SEFHR

our mem, . AmaAnE | mmar | o

SunitinibdDEEFRFRAFE (FEAHREE)

SEIHER SBITHHAR SEIITHHEHER
4B - 2B 50mg/H 50mg/H
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(3 Clin Oncol 24: 25 & 16, 2006, N Engl J Med 356: 115, 2007, J Clin Oncol 27: 3584, 2009,
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2k FNRSE FNRSE  BER ps2ME Bl esmidE
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RS 10.9 10.8 111 56 51 7.8 113
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EFAMB) 18.4 18.4 18.1 9.2 6.7 134 18.2
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(Lancet Oncol 10: 757, 2009)
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(Favorable Risk-Benefit Ratio)
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ZLiZDocetaxel/Cyclophosphamidelc #5735
Pegfilgrastim/Placebo®Z >4 L{bLbssRER

s |Pedfilgrastim
- 3 DTX 75/CPA600 27 FNHIRES
Stazgoei[ é;g‘ﬁ mg/m2/q3wks >~ 3.6mg/kg day2 | #itk#l, G-CSF

jat_r Placebo&# TFN
N

2011.04-2012.02| 4~ 6cycles

A RYAOIED
1t day2

Pegfilgrastimig5
{LEEELTOBRBY A DIVICH T D HmEFDIARE 2 LR
351fIhEERE N, FNSEE(L, 1.2% vs 68.8%
- COHERBIAIFD20114E(C(E. FNSAED. 20% U EDILHREEC
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URY - AT« v NSO RSB EFEZ RV

(Support Care Cancer 23: 1137, 2015)
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- BRI AAURERZIRFY T B /csh. Bezwoda5D
ERPREER (O30 U CRERR SN RINRE % Kt

AHATE z BREILERGE (CAFRUE) N=7901 |
BEU> GRS | |5
10fE £ {LE RE{LFHE (CPA/MIT/VP-16) N=758] ‘

(Proc ASCO 18:abstr 4, 1999 , Lancet 355:999, 2000)
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HER2Z 4 FLEM# (C BT B{LFEE+Trastuzumab
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(N Engl J Med 312: 665, 1985,
333:1456, 1469, 1995)
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Retraction—Combination treatment of angiotensin-Ii
receptor blocker and angiotensin-converting-enzyme
inhibitor in non-diabetic renal disease (COOPERATE):

arandomised controlled trial

After aletter of concem which arcsewhen Regina Kunz
and colleagues artempted 1o indude the data from
COOPERATE intoa meta-anaysis we have nanw raceived
the condusions of an institutional imvestigation into
the COOPERATE trial* The investigation committee led
by Vutwka Sanada. the President of Showa Universicy
Fujigacka Hospital, met seven times, questioned the
adl author, Naoy ki Nakao, irectly. and examined the

EDEET, 20094108 5 meccs ot o s s con o 00

[CIHEWERDB L ERD T,

HESAIDAET.
- IRBODERIR L

BRI CXETRR.
EMREIRIIESET,

Kimitsu Hospital where the trial was conducted. They
concluded that contrary o statements in the paper, the
tral had ot been appraved by the sthics committee

of Gen Gen-Do Kimitsu Hospital. Alko, contrary 1o the T

statement on patients’ consent Dr Nakao reposted that

he had receivec verbal consent from patients shortly

ERBR R (- CIEH T B e e o ot ot i

‘The irtial reactions ta the publication of CODPERATE
drew a round of citicisms,** which initisly appeared
10 fall inta the cateqory of sdentific debate. Further
controversy arose when a substucy of COOPERATE
was putlished in the American Journal of Nephrology
which resulted in a major data comrction. After Kunz
and colleagues” doser loak at the data, it became clear
that an institutional investigation was warrantad and
W are grateful that Yutuka Sanada and colleagues hare:
conducted thisinvestigation.

The Editorsof TheLancet
178y, 10

ot be verified. The committee condluded that the trial
was not 2 double-biin study, because Dr Nakao knew
the treatment allocation. I the attempt to assess the

validity of the data, 2 sample of medical records was 5

ZEEFQO?E@'CED T::m;m with the data provided by Dr Nekeo. The 7 1%
BRERRIEENY.

*tiee conduded that it was unsble 1 prove the
aotbentity ofthe dota

The concisionsafthis thorough investigation mean
that the paper must be reracted rom the publshed
recerd

TIDE OF LIES

am enigma to the scientists who exposed him

ot et e
W .

EADEFIEEN, SHBEDARICEIT 3335 (5,8946)) T
HRFE (EFIOKIELPT—FRDERE) 21TV, RXHPBHREDBELEROE.
-8 FRABROMRFREDO—D LFHEIETN TS,
HRPONFRABID5%ZAF EhD. BHEGHLRBDLAL10EDS S,
5&DEFA. BFAONFHRICHT SHFROEFAIESVTNS. 50

(Science 361: 636, 2018)




